Sir,

Clinical trials are considered as gold standard in the field of evidence-based medicine. It is observed in various surveys done for Indian and Western journals that there are some problems associated with the reporting of clinical trials, and the quality of reporting of clinical trials is less than satisfactory.\[[@ref1]\]

One of the important problems associated with the reporting of clinical trial is "selective reporting" of various methodological aspects. It is also observed that some pharmaceutical companies are involved in unethical conduct of clinical trials.\[[@ref2]\] As a direct consequence of these issues, there has been a growing call for accountability and accessibility and transparency of clinical trials in order to reestablish public trust in clinical trial data. This can be done by registering clinical trials in centralized clinical trial registry.\[[@ref3]\] For the same objectives, The Clinical Trials Registry---India (CTRI) was launched at the Indian Council of Medical Research\'s National Institute of Medical Statistics (NIMS) on July 20, 2009.

As this is just the initiation of accumulating data related to clinical trials taking place in India, exploration of this data may give some insight of the situation and some suggestions for improvement like in a survey of clinical trial registries of western countries it was observed that few ethical aspects like assent from minors and post-trial obligations were not reported adequately.\[[@ref4]\] Post-trial obligations describe a duty by research sponsors to provide a successfully tested drug to research participants who took part in the relevant clinical trials after the trial has been conducted. The strong need for this was felt to avoid exploitation of participants and to increase trust development in researcher participant relationship. It has been realized that "informed consent" has only limited direct application in pediatrics. Only patients who have appropriate decisional capacity and legal empowerment can give their informed consent to medical care. In all other situations, parents or other surrogates provide informed permission for diagnosis and treatment of children with the assent of child whenever appropriate. Hence, this study was planned with the objective of exploration of clinical trial registry of India for reporting of various parameters such as methodological, ethical considerations, and disease burden to get insight of the present situation.

This study was done at the Department of Pharmacology, Government Medical College, Surat (Gujarat) between February 2010 and May 2010. A team of four reviewers (P.Y., J.K., M.C., and D.S.) evaluated the clinical trials registered in clinical trial registry of India ([www.ctri.in](www.ctri.in)). All parameters were collected in predesigned proforma which was based on clinical trial standard data set that contains 29 items. Indian clinical trial registry has nine items extra than World Health Organization recommendations which contains 20 items. All clinical trials registered up to December 2009 were considered for this study.

All parameters are reported as frequency and percentages. Differences between the categorical variables were analyzed by Fisher\'s exact (two-tailed) test.

It was observed that there is a discrepancy in disease burden of India and areas of clinical trials registered in clinical trial registry of India, particularly in case of infectious diseases that are very common in India, but clinical trials addressing this issue are very less \[[Table 1](#T1){ref-type="table"}\]. Surrogate end points were used in 522 (95.7%) clinical trials. Out of these 522 clinical trials mentioning surrogate end points, 201 (38.5%) used more than one surrogate end point in single clinical trial. The use of surrogate end point is significantly more in pharmaceutical company-sponsored clinical trials when compared with clinical trials sponsored by government and autonomous institutions. (97.2% vs 89.7%, *P*=0.003, Fisher\'s exact test (two-tailed). Informed consent was mentioned in 67.5% clinical trials. Assent taken from children was not mentioned in any clinical trial although 51 (8.6%) clinical trials were related to childhood diseases. Information regarding availability of drugs to patients after completion of clinical trial (post-trial obligations) was not mentioned in any clinical trial registered in clinical trial registry of India. Sample size was not mentioned in 68 trials. In 31 trials, sample size was less than 25 per group. The median sample size was 120 per group. In 60 trials, the duration of trial was not mentioned. The median duration of the trial was 600 days. Other results related to various parameters are given in [Table 2](#T2){ref-type="table"}.
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Issue of mismatch in global burden of disease and clinical trials published in journals is explored in some studies. In a study done by Paula A *et al*., global burden of disease was compared with the clinical trials published in some leading international journals, and it was observed that many of the important global diseases are not much explored in clinical trials and many published clinical trials have very less international health relevance.\[[@ref5]\] In our study for clinical trial registered in clinical trial registry of India, same phenomenon was observed. It has been highlighted that developing countries like India are becoming favorite place for doing the clinical trials because of various factors such as availability of treatment naive patients for various diseases, low cost, availability of large pool of healthcare workers, and availability of specialist hospitals.\[[@ref6]\] As this study reveals, majority of clinical trials in India are sponsored by multinational pharmaceutical companies and it can be understood that these companies are doing these trials in India because of various favorable factors mentioned earlier.\[[@ref6]\] Hence, it cannot be expected from them to explore those areas which are deficient in Indian healthcare system (infectious diseases and neglected tropical diseases) as it may not suit their economical goal. It is observed that disease to be explored in clinical trials by pharmaceutical companies is not based on healthcare need of that region but based on expected commercial gain. So because of increase in number of clinical trials in India, there is definite economical gain but healthcare need of the country should not be overlooked.\[[@ref7]\]

Clinical trials registered in CTRI are not required to submit information regarding post-trial obligations. Declaration of Helsinki (2000 version) instructed sponsors of clinical trials to provide best proven therapy to subjects who were the part of clinical trials after its completion.\[[@ref8]\]

Majority of clinical trials registered in CTRI were measuring surrogate end points, and this was significantly more in clinical trials sponsored by pharmaceutical companies. In a study done by Cohen E *et al*., it was observed that clinical trials conducted in developing countries measure surrogate outcomes more when compared with developed countries.\[[@ref4]\]

Reporting of assent from children was not mentioned in any clinical trial as it is not required during fulfilling of information. Assent should be taken from children having age more than 7 years before recruiting them in clinical trials.\[[@ref9]\] The study done by Cohen E *et al*. observed the same.\[[@ref4]\]

We want to appeal administrators of clinical trial registry of India to extend the requirement related to ethics while submitting various parameters in clinical trial registry particularly information related to assent and post-trial obligations.
